• / 



\ 



APPLICATION NO, J_ F| u N p, 

09/716, 09 



Un!Ld D ^ AT ^ EPARTMENT 0F COMMERCE 
United States Patent and Trademark Office 

Address: COMMISSIONER OF PATENTS AND TRADE 
Washington, D.C. 20231 



FIRST NA MED INVENTOR 

11/17/00 LOWMAN 



r 



GENENTEHH IMP HM22/0503 

?'Z C m l Y B a ' SV0B0 ^ ESQ 

SOUTH SAN FRfiNcxsco Cft 94080-4990 




ATTORNEY DOCKET NO 



H PU23R1D1 



EXAMINER 



ART UNIT 



PAPER NUMBER 



1 644 
DATE MAILED: 



r 

OS/03/0 i 



p^rnr 0 ™ an *° r a,,aChed " n ~**n co„c,r„,„ 9 , hls appllcatlon „ 

Commissioner of Patents and Trademarks 



PTO-90C (Rev. 11/00) 



1- File Copy 



Office Action Summary 



Application No. 
09/716,028 



AppliSWf( s ) 



Lowman et al. 



Examiner 



G. R. Ewoldt 



Art Unit 

1644 




- The MAILING DATE of this communication appears on the cover sheet W ith the correspondence stress 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 

THE MAILING DATE OF THIS COMMUNICATION. ~ MQNTH(S) FROM 

* Extensions of time may be available under the provisions of 37 CFR 1 1 36 (a) In nn fl v,„ t u 

after SIX (6) MONTHS from the mailing date of this communication ' may 8 r0ply be timely fl,ed 

- If the period for reply specified above is less than thirty (30) davs a rpnlw within th« *♦ ♦ * 

be considered timely. * ' Y ' ep ' V W,thln the statut0 'y minimum of thirty (30) days will 

" " —loir" ■ SP '* ,d ■"""*■ »" m "' i ' ,, "'" "">" "» «* «• «K (6) MONTHS *™ „,,„„, „„« of lh , 

earned patent term adjustment. See 37 CFR 1 .704(b). communication, even if timely filed, may reduce any 

Status 

1 ) K Responsive to communication(s) filed on Nov 17, 2000 
2a) □ This action is FINAL. 2b) » This action is non-final. 

3) D Since this application is in condition for allowance exceDt for formal mature nr ^^ 

Cosed in accordance with the practice under Ex part^Qulyl ^935 C D 1 1\ ^3 o g°21 3 * ^ * 
Disposition of Claims 

4) K Claim (s) 32-41 



4a) Of the above, claim (s) 
5)D Claim(s) 



6) K Claim(s) 32-47 

7) D Claim(s) 

8) D Claims 



is/are pending in the application, 
is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



. are subject to restriction and/or election requirement. 
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9) □ The specification is objected to by the Examiner. 
10)D The drawing(s) filed on is/are objected tQ by ^ 

»>□ The proposed drawing correction filed on is: a)D approved b)D disapprovedt 

12) U The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. § 119 

13) D Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) 
a)D All b)D Some* c)D None of: 

1 • □ Certified copies of the priority documents have been received. 
2. □ Certified copies of the priority documents have been received in Application No. 



3. □ cop,es ;assars B »2^jr*' in ms km *>°° 

See the attached detailed Office action for a list of the certified copies not received. 
14)5(1 Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
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DETAILED ACTION 



UtS 6 J^^ be 

application of parent .ppliLS^^S^S.S. 

u: S .c! h 112? ll0Wing iS 3 qUOtation of th * f^st paragraph of 35 
The specification shall contain a written description of i-h« 

xT^n^ch^uif cL e manner and process ° f "£S"£d°; s £; 

:^ Ch J^ ±S nSarly c °nnected, to Mte^S t£ sale 

and shall set forth the best mode contemplated by the inJentor 
of carrying out his invention. Y inventor 

3. Claims 32-41 are rejected under 35 U.S.C. § 112 first 
paragraph, as containing subject matter which was nit described 

the artTrwh^h^r * ^ * S t0 enable one skilled if 

tne art to which it pertains, or with which it is most nearlv 
connected, to make and/or use the invention. Y 

The specification does not enable any person skilled in th* 
art to which it pertains, or with which it is lost nearlt 
connected, to make or use the invention commensurate In scope 
with these claims. While being enabling for- P 

a composition of an improved anti-IcrE bindina f„™ D ^ • 

^iS^l? 1 ^^^ — -PP-slivelg^^pSing 
SEQ ID NOS 15 and 16 (e26) , or SEQ ID NOS:17 and 18 (e27) 

the specification does not reasonably provide enablement for- 

a composition of an improved anti-IoE bindina fr^L^ 
combination with an adjunct^mmunosuppressive tgelt comprisina an 
anti-IgE antibody or IgE binding fragment that has »t J Q 

r^ainSg^rSSt^r^ ^^eri^re^^^rwh^ 

Laining at le ast the same or greater affinity for TaF t-h*n 
corresponding unimproved antibody or IgE binding fragment * 

Tables 1-9 and 15-18 disclose numerous clones and constructs 

invention ^oftT ^ t0 Pr ° dUCe the claimed 

invention. Of the clones with the claimed limitation of a 
mutated aspartyl residue, only the e26 and e27 coquets 
function as claimed. The specification provides insufficient 
guidance in regard to how to prepare the binding proteins of the 
claimed invention other than by trial and error TH^ !J 
approaches alone, however, provide an insufficient eipec^ation'of 

he^pec mcat^^d bY ?! — US construStsXelo 3 d n in f 
tne specification that do not function as claimed) and are thus 
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considered to be highly unpredictable and requiring of undue 
experimentation. ^ y Ui unQ ue 

iQ R «/ n J e W f ndS ' 858 F ' 2d at 131 ' 8 USp Q2d at 1404 (Fed Cir 
1988) indicates that the more unpredictable ana J I ^ 
specific enablement is necessary^ ordS to satisfy the Statute 
Thus, in view of the quantity of experimentation necessary thl 
lack of working examples other than e26 and e27 

unpredictability of the art, and the lack of sufficient guidance 
m the specification regarding both how to make the cJaimed 
invention, it would take undue trials and errors to practice the 
invention of the instant claims. practice the 

4. Claims 32-41 are rejected under 35 U.S.C. 112, first 
paragraph, as containing subject matter which was not Scribed 

skineH S f C iH 1Cat f° n in SUCh a Way as to reasonably convey to one 
skilled in the relevant art that the inventor, at the time the 
application was filed, had possession of the claimed invention. 

ADDlicanf e w^ inSUfficient bitten description to show that 
Applicant was m possession of: 

A) a composition of an improved anti-IgE binding fraament in 
combination with an adjunct immunosuppressive agenTcompTisI™ an 

repl'a S a'spart^ °rl ******** th ^ atXst LV* 

rltaiSina T^l, ^ * Pr0ne t0 itemization replaced while 
retaining at least the same or greater affinity for IgE than Hip 

,n^-K B i a * ^^suppressive agent comprising an anti-idiotvpic 
antibody which bind MHC antigens or fragments (Claim 34) 

cytok^e^ece^tSraXgonjlts^ 6 ^ or 
globuMn^ciaTnsr" 551 " ^ C ° mprisi ^ ant i- lymphocyte 

E) an immunosuppressive agent comprising a soluble peptide 
containing a LFA-3 binding domain (Claim 36) solUDle Peptide 

(Claim 3 a ^ immunosu PP ressiv e agent comprising a T cell receptor 

G) an immunosuppressive agent comprising T cell receptor 
antibodies (Claim 36) . . receptor 

conclude that the specification fails to disease a 
representative number of species to describe the claimed genus. 
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Regarding B-F) , the 'immunosuppressive agents" of t-h* ■ 
are all subgenuses of the immunosuppressive agent genus * 



!.M iss^ « US^2d 1398 63 SUb9enUSeS • S « ^ly, H9 

S. 1 

u.s.c. 



5. ; TheJoU 0 wing is a quotation of the second paragraph of 35 



The specification shall conclude with one or mote clx — 

ar: up in g :1 h h ;^r; i S-ls C Ze1in e ite an ^ P" ^"" 
i e ^m^V 4 : the ^i^tion of multiple subgenuses 
.1:; -eye osporan^ ^"bodies" etc., and multiplexed, 

groupingf^SufSe cla^ imPr ° Per MartUSh 

- J U Claim 35/ the combination of a genus i G 

antxbodxes" etc., and a species, i.e., «anU^D3" etc 

SSSuer imPr ° Per MarkUSh gr ° UPing ' thUS the cla'Jm-is 

i e VceJwerPn; ^ ^^tion of multiple subgenuses, 

^ 1 ceil receptor antibodies" P>i-r- ^ • . 

G) Claim 40 is a reiteration of Claim 37. 



No claim is allowed. 
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8. Compositions comprising SEQ ID NOS: 15-26 and an 
immunosuppressive agent appear to be free of the pSor art 

S r " t leph0 ? h e are tie' ?^l%i;t? vi iTr examiner 

should be directed tolnl tIcIuo og y S Center°l 6 5"ecSJ i""?" 
whose telephone number is (703) 308-0196 receptionist 

T.chnoX'ciS^S ^ aPPU f atlon m ^ be submitted to 

be faxed^echnolo 6 Sntef 160 % a^fllc^x cent« f ^"h 

m Crystal Mall 1 Th^ f av i^ u Center located 

the notice published^ t^Sff LT^tT Toll ^fT 
IZ^llloU 1 .^ ■ 011 Cent^r^e^e 6 n^er is 

G.R. E„oldt, Ph.D. p >^=*\ 

Patent Examiner Patrick J. Nolan, Ph.D. 

Technology Center 1600 jlrZ^L^^T 
April 30, 2001 Technology Center 1600 



